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‧Easy to perform

‧Fast results in 15 minutes

‧Visual interpretation

1-Test Kit / Box:

Target Antigen

Sample Type

Limit of Detection (LoD) 1.26 x102 TCID50 per mL

Cross-Reactivity & Interferences Viruses, Bacteria and Interferences tested do not cross-react or interfere

SARS-CoV-2 Nucleocapsid Protein

Reaction time 15 minutes

Sensitivity (PPA): 93.1%, 95% CI: 83% to 97.2% 

Speci�city (NPA): 99.6%, 95% CI: 97.7% to 99.9%

Test Principle Lateral Flow Chromatographic Immunoassay

Performance and Features

‧For In Vitro Diagnostic use

‧No need any special equipment

‧Technical cooperation with Taiwan’s Academia Sinica

REF: https://iptt.sinica.edu.tw/posts/139911

Model: TD-4531

 COVID-19 Antigen Rapid Test 

Gross Weight per Carton

Carton Size 53.6 (L) X 24.2 (W) X 46.3 (H) cm

6 kg

Units per Carton 120 (20x6)

Shipping Info

Nasal Swab Specimen, Nasopharyngeal Swab Specimen

Extraction Buffer TubeIndividually Foil Packaged 
Test Cassettes

Sterile Swab Disposal Bag User Manual Quick Reference
Instructions

The VTRUST COVID-19 Antigen Rapid Test is a lateral flow chromatographic 
immunoassay intended for the qualitative detection of nucleocapsid 
protein antigen from SARS-CoV-2 in fresh nasopharyngeal swab 
specimens directly from individuals who are suspected of COVID-19 by their 
healthcare provider. 

The VTRUST COVID-19 Antigen Rapid Test is intended for use by trained 
clinical laboratory personnel specifically instructed and trained in in vitro 
diagnostic procedures and individuals trained in point of care settings. 

The VTRUST COVID-19 Antigen Rapid Test does not differentiate between 
SARS-CoV and SARS-CoV-2. 

Results are for the identification of the SARS-CoV-2 nucleocapsid protein 
antigen. The antigen is generally detectable in upper repiratory specimens 
during the acute phase of infection. Positive results indicate the presence 
of viral antigens, but clinical correlation with patient history and other
diagnostic information is necessary to determine the status of the 
infection. Positive results do not rule out bacterial infection or co-infection 
with other viruses. The agent detected may not be the definite cause of the 
disease. 

Negative results do not rule out SARS-CoV-2 infection and should not be 
used as the sole basis for treatment or patient management decisions, 
including infection control decisions. Negative results should be considered 
in the context of a patient’s recent exposures, history and the presence of
clinical signs and symptoms consistent with COVID-19, and confirmed with 
a molecular assay if necessary for patient management. 

INTENDED USE

1. For in vitro diagnostic use.
2. For prescription use only. 
3. This test is intended for the detection of proteins from SARS-CoV-2, 

not for any other viruses or pathogens.
4. Sample collection and handling procedures require specific training 

and guidance.
5. When collecting a nasopharyngeal swab sample, use the sterile 

nasopharyngeal swab supplied in the kit.
6. Do not use the kit contents beyond the expiration date printed on the 

label.
7. Please check the package before use. Do not use if the package is 

damaged or the seal is broken.
8. Discard and do not use any damaged or dropped Test Cassette or

material.
9. Wear suitable protective clothing, gloves, and eye/face protection 

when handling the contents of this kit.
10. Use of Nitrile, Latex (or equivalent) gloves is recommended when 

handling patient samples.
11. Always wear gloves to handle patient samples.
12. Avoid splashing and formation of droplets.
13. The user should never open the foil package of the Test Cassette 

exposing it to the ambient environment until the Test Cassette is 
ready for immediate use.

14. Start the assay procedure immediately after removing the cassette 
from the foil package.

15. Do not reuse the used Test Cassette, Extraction Buffer Tube and 
Nasopharyngeal Swabs.

16. The Extraction Buffer Tubes contains a salt solution (saline). If the 
solution is in contact with the skin or eye, flush with copious amounts 
of water.

17. To obtain accurate results, the User Manual instructions must be 
followed. Incorrect sampling or procedure may result in inaccurate 
test results.

18. To obtain accurate results, do not use visually bloody or overly
viscous samples.

19. Dispose of containers and unused contents in accordance with Local 
regulatory requirements.

20. Use appropriate disinfectants to thoroughly remove spills. 
21. The possibility of infection cannot be totally ruled out. Therefore, all 

materials should be handled with care and treated like specimens. In 
the event of exposure, follow the instructions of local regulations.

22. Specimens, reagent kits and materials that may be contaminated 
during inspection are considered infectious waste, and must be 
discarded  in accordance with local biological infectious regulations. 

23. Do not interchange or mix different specimens.
24. Wash hands thoroughly after handling.
25. Use certified sterile rayon, foam, polyester or flocked flexible-shaft NP

swabs to collect a nasopharyngeal sample.

WARNINGS AND PRECAUTIONS

1) Accessories Included with the Test:
20-Test Kit/Box:
■ Individually Foil Packaged Test Cassettes (20)

Each cassette includes:
1)  Conjugate pad : Anti SARS-CoV-2 N protein IgG CGC
2)  Test line (T Line) : Anti-SARS-CoV-2 N protein IgG  
3)  Control line (C Line) : Control line antibody

■ Extraction Buffer Tube (0.5 ml per bottle) (20): Detergent, salts and 
non-reactive ingredients

■ Sterile Swabs (20) (Optional) 
■ User Manual (1)
■ Quick Reference Guide (1)
■ Positive control swab (1): Non-infectious, recombinant viral protein  

antigen with less than 0.1% sodium azide.
■ Negative control swab (1): Buffer with less than 0.1% sodium azide.
■ Instruction of use for control swab (1)
2) Accessories Required But Not Included with the Test:
■ Timer or watch.
■ Any necessary personal protective equipment.

■ Bring the Extraction Buffer Tube and individually foil packaged test 
cassette to room temperature approximately 30 minutes before 
performing the assay.

■ All specimens, assay materials and procedures must be handled at room 
temperature.

■ Check the expiration date printed on each kit contents before use. Do not 
use any accessory past the expiration date.

■ Remove the cassette from the foil package before use and place it on a 
flat and dry surface.

ASSAY PROCEDURE 

4. When removing, roll the swab 
head toward the inside of the 
extraction buffer tube at least 
five-ten (5-10) times and squeeze 
the sides of the tube to extract 
the liquid from the swab. Dispose 
of the used swab in your
biohazardous waste.

5. Press the attached cap tightly
onto the extraction buffer tube 
containing the processed 
sample.

1. Identify the Cassette for each sample with the individual’s name and/or
number.

2. Remove and discard the cap from the extraction buffer tube.

3. Immerse the patient nasopharyngeal swab sample into the extraction 
buffer tube. Roll the swab at least ten-twenty (10-20) times while 
pressing the head against the bottom and side of the extraction 
buffer tube. Leave the swab in the extraction buffer tube for 30 
seconds.  

30 sec.
10~20
times

COVID-19 Antigen Rapid Test 
Model: TD-4531

ver 5.0 202102
312-4531100-027

While nasopharyngeal (NP) specimens have been the gold standard collection method for COVID-19 testing, swab of nasal specimens, are recommended 
alternatives to NP specimens, when NP specimens cannot be collected. Nasal specimens are acceptable alternative specimen collection sites but have shown 
to be slightly less sensitive compared to NP specimens for COVID-19 testing, within the first 5 days of symptom onset.

Compared with nasopharyngeal specimens, the collection of nasal specimens is more easier for healthcare professionals to collect patient specimens, thereby
increasing the overall accessibility of COVID-19 testing.

It is also important to note that no single test provides 100% sensitivity in the detection of COVID-19. Therefore, a negative test result should be taken into the 
context with other information including patient’s signs and symptoms as well as potential exposure history.

NASAL SWAB SAMPLE COLLECTION AND HANDLING

1. Use the sterile swab supplied in the kit. Tilt the patient’s head back about 70 degrees.
To collect a nasopharyngeal swab sample, carefully insert the swab into the nostril that presents the most secretion under
visual inspection. Using gentle rotation, insert the swab to the palate (not upwards) until resistance is encountered.

2. Gently rub and roll the swab over the surface of the posterior nasopharynx. 

3. Slowly remove the swab while rotating it. 

NASOPHARYNGEAL SWAB SAMPLE COLLECTION AND HANDLING

70°

Please use swab provided and use ONE of the sampling methods below

COVID-19 Antigen Rapid Test   Model:TD-4531
SAMPLE COLLECTION
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Copyright TaiDoc Technology Corporation. All rights reserved.
Study the User Manual thoroughly before using Quick Reference Guide. 
This is not a complete User Manual.

TaiDoc Technology Corp.
B1-7F., No. 127, Wugong 2nd Rd.,
Wugu Dist., 24888 New Taipei City, Taiwan
www.taidoc.com

Instruction for Use

Immerse the patient swab sample 
into the extraction buffer tube. Roll 
the swab at least  ten-twenty 
(10-20) times while pressing the 
head against the bottom and side of 
the extraction buffer tube.

Leave the swab in the 
extraction buffer tube for 
30 seconds.

Press the attached cap tightly 
onto the extraction buffer tube 
containing the processed 
sample.

Add 3~5 drops (100 µL) of the 
processed sample into the sample 
well.

Visual interpretation at 15-20 minutes.
Some positive results may appear sooner.
CAUTION:
Do not read the results after 20 minutes. It may provide false results.

When removing, roll the swab head toward 
the inside of the extraction buffer tube 
and squeeze the sides of the tube to 
extract the liquid from the swab. Dispose 
of the used swab in your biohazardous 
waste.

1 2

5 6 7

3 4

30 sec

3~5
drops

15-20 mins

10~20
times
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Remove and discard the cap 
from the extraction buffer 
tube

5~10
times

VTRUST COVID-19 Antigen Rapid Test (Model :TD-4531)

There are two colored line on the test cassette.

Both colored test line and colored control line appear on the test cassette.

Within the specified observation time, a weak colored test line should be 
judged as a positive result.

Only the colored control line appears on the test cassette. 

The absence of the test line indicates a negative result.

There should always be a colored control line in the control region 
regardless of test result.

If control line is not seen, repeat the assay with a new test cassette.

Positive result

Negative result

Invalid result

Invalid
Assay

Negative

Positive

Interpretation of ResultsTai
Doc
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